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REMARKS 

Claims 1-11, 18-30 and 35 are currently pending in this application. Claims 12- 
17 and 33 have been canceled. Claims 31, 32 and 34 have been withdrawn. Claims 7- 
9, 21 , 30 and 35 have been amended. No new matter has been added by these 
amendments. Applicants have carefully reviewed the Office Action and respectfully 
request reconsideration of the claims in view of the remarks presented below. 

Election/Restrictions 

Restriction to one of the following inventions was indicated as required: 

I. Claims 1-11, drawn to a method of or apparatus for diaphragm activation 
based on limit(s) on tidal volume. 

II. Claims 12-17, drawn to a method of diaphragm activation based on 
sensing either a crescendo or decrescendo in tidal volume. 

III. Claims 31 , 32 and 34, drawn to a method of to apparatus for diaphragm 
activation based on airway patency. 

Claim 18 was identified as a linking claim that links inventions I and III. Based on 
a telephonic provisional election, invention I was elected for examination. Accordingly, 
claims 12-17, 31 , 32 and 34 were withdrawn by the Examiner from further consideration 
as being drawn to a non-elected invention. Applicants affirm their provisional invention 
election and accordingly, have canceled claims 12-17 and withdrawn claims 31, 32 and 
34. 

Oath/Declaration 

The Examiner rejected the inventor declaration for failing to comply with 37 CFR 
1 .63. The Examiner alleges the inventor declaration is defective because the 
declaration states that the inventor acknowledges a duty to disclose information which is 
material "to the examination of the application" rather than information material "to 
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patentability" as defined in Section 1.56. Applicants respectfully disagree with the 
Examiner's rejection of the inventor declaration. 

Applicants submit that 37 CFR section 1.63 (see Exhibit A) previously required 
an acknowledgement of Applicant's duty to disclose information that is "material to the 
examination of the application". However, in a "Duty of Disclosure" rule change 
published at 1135 OG 13 (February 4, 1992), Rule 63 was changed so that its language 
tracked the "material to patentability" language of Rule 56 (See Exhibit B). 

In making this change, and in reply to Comment 38 at 1 135 OG 17 (see Exhibit 
C), the Office stated that the averments in oath or declaration forms presently in use 
that comply with the previous section 1 .63 or 1 .175 will also comply with the 
requirement of the new rules. The Office also stated, "Therefore, the Office will continue 
to accept the old oath or declaration forms as complying with the new rules." Applicants 
therefore submit that the as filed inventor declaration which complies with the 
requirements of Rule 63 prior to the 1992 rule change also complies with the 
requirements of the current rule and should be accepted. 

Moreover, the first page of the Duty of Disclosure Rulemaking (see Exhibit B) as 
published at 1 1 35 OG 1 3 (February 4, 1 992) explains that an Applicant for a patent also 
has a duty of candor and good faith in dealing with the Patent Office and that this duty is 
broader than the duty to disclose information material to patentability. Therefore, 
Applicants submit that the duty to disclose information material to the "examination" of 
the application (which includes the duty of candor and good faith) as recited in the 
inventor declaration for the subject application is broader than and includes the duty to 
disclose information material to the patentability of the application as required by the 
Examiner. 

Applicants therefore submit that the as filed inventor declaration encompasses a 
broader duty of disclosure and complies with the requirements of 37 CFR 1 .63. 
Applicants therefore request acceptance of the inventor declaration as filed and 
withdrawal of this objection. 
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Specification Objections 

Several paragraphs of the specification were objected to for various informalities. 
In view of the Amendments to the Specification presented above, Applicants believe the 
objections to the specification have been overcome. 

Claim Objections 

Claim 7, 21 and 30 were objected to for various informalities. In view of the 
amendments to claims 7, 21 and 30 presented above, Applicants believe the objections 
of these claims have been overcome. 

Double Patenting 

In view of the lack of indication of patentable subject matter in the present 
application, Applicants prefer to hold the filing of a Terminal Disclaimer in abeyance. 

Claim Rejections Under 35 U.S.C. S102 

Claims 1-3, 6-9, 19-27 and 30 were rejected under 35 U.S.C. §1 02(e) as being 
anticipated by U.S. Patent No. 6,415,183 (Scheiner). 

Independent claim 1 recites sensing respiratory information related to tidal 
volume; based at least in part on the respiratory information, determining if tidal volume 
is less than a limit; and if the tidal volume is less than the limit, calling for diaphragm 
activation at a stimulation power based on a nondecreasing monotonic relationship with 
respect to increasing tidal volume. Independent claim 19 is an apparatus claim reciting 
structure for performing the method of claim 1 . "Monotonic" within the context of claims 
1 and 19 means "of or being a sequence, the successive members of which either 
consistently increase or decrease but do not oscillate in relative value." The American 
Heritage College Dictionary, Third Edition. 

Scheiner discloses delivering stimulation pulses to the phrenic nerve. Scheiner 
does not disclose pulses with stimulation power that is based on a nondecreasing 
monotonic relationship with respect to increasing tidal volume, as recited in claims 1 
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and 19. It instead, as stated in the Office Action, discloses a constant current pulse. A 
constant current pulse is not a form of a nondecreasing monotonic relationship. 

In view of the foregoing, Applicants submits that Scheiner fails to disclose the 
combinations of elements and features recited in independent claims land 19. 
Accordingly, Applicants request reconsideration of the §102 rejections of claims 1 and 
19. Applicants further submit that, by virtue of the incorporation of subject matter 
recited in their respective independent base claim, each of dependent claims 2-3, 6-9, 
20-27 and 30 is also novel over Scheiner. 

Claims 33 and 35 were rejected under 35 U.S.C. §1 02(e) as being anticipated by 
U.S. Patent Publication 2005/0085865 (Tehrani). 

Claim 33 has been canceled. 

Claim 35 recites sensing respiratory information related to tidal volume; based at 
least in part on the respiratory information, determining if tidal volume is between an 
upper limit and a lower limit; and if the tidal volume is between the upper limit and the 
lower limit, calling for diaphragm activation at a stimulation power based on a 
nonincreasing monotonic relationship with respect to increasing tidal volume [[or]] and, if 
the tidal volume is less than the lower limit, calling for diaphragm activation at a 
stimulation power based on a nondecreasing monotonic relationship with respect to 
increasing tidal volume. 

Tehrani discloses increasing pulse parameters to obtain a desired tidal volume. 
See paragraph [0071]. Tehrani does not disclose determining if tidal volume is between 
an upper limit and a lower limit. Nor does it disclose the use of two different stimulation 
power relationships based on where the tidal volume is with respect to the upper and 
lower limits. More specifically, Tehrani does not disclose selecting pulse parameters 
based on a nonincreasing monotonic relationship with respect to increasing tidal volume 
when the tidal volume is between the upper and lower limits and selecting pulse 
parameters based on nondecreasing monotonic relationship with respect to increasing 
tidal volume when the tidal volume is less than the lower limit. 
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In view of the foregoing, Applicants submits that Tehrani fails to disclose the 
combinations of elements and features recited in independent claim 35. Accordingly, 
Applicants request reconsideration of the §102 rejection of claim 35. 

Claim Rejections Under 35 U.S.C. §103 

Claims 5, 10, 11, 18, 28 and 29 were rejected under 35 U.S.C. §1 03(a) as being 
unpatentable over Scheiner in view of U.S. Patent No. 4,830,008 (Meer). Claim 4 was 
rejected under 35 U.S.C. §1 03(a) as being unpatentable over Scheiner in view of U.S. 
Patent No. 6,251,126 (Ottenhoff). 

Regarding claims 4, 5, 1 0, 11 , 28 and 29, in view of the foregoing analysis of 
independent claims 1 and 19 in view of Scheiner, Applicant believes that the rejections 
of these claims under §103 are moot as each of these claims depends from an 
allowable independent claims. 

Regarding independent claim 18, it recites sensing respiratory information related 
to tidal volume; based at least in part on the respiratory information, determining if tidal 
volume is less than a limit and determining if the tidal volume indicates sufficient airway 
patency; and if the tidal volume is less than the limit and if the tidal volume indicates 
sufficient airway patency, calling for diaphragm activation at a stimulation power based 
on a nondecreasing monotonic relationship with respect to increasing tidal volume. 

As argued above with respect to claims 1 and 19, Scheiner does not disclose 
stimulation power based on a nondecreasing monotonic relationship with respect to 
increasing tidal volume. Meer also fails to disclose such features. Accordingly, 
Applicants submit that neither Scheiner nor Meer, either alone or in combination, teach 
or suggest the combination of elements and features recited in independent claim 18. 
and therefore request reconsideration of the §103 rejection of claim 18. 



Serial No. 10/765,624 



Page 15 of 16 



Docket No. A04P1008 



PATENT 



CONCLUSION 

Applicants have made an earnest and bona fide effort to clarify the issues before 
the Examiner and to place this case in condition for allowance. Therefore, allowance of 
Applicants' claims 1-11, 18-30 and 35 is believed to be in order. 

Respectfully submitted, 



^^^£«!^!i^J>L, 



Date David S. Sarisky 

Attorney for Applicant 
Reg. No. 41,288 
818-493-3369 

CUSTOMER NUMBER: 36802 
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States. The oath shall be attested In 
all cases in this arid other countries, 
by the proper official seal of the offi- 
cer before whom the oath or affirma- 
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litigation when combined with information not known at the 
time of the prosecution to any person substantively involved in 
the preparation or prosecution of the application. 
Reply: Paragraph (a) of §1-56 nukes it clear that the Office 
recognizes that the duty to disclose material information is 
limited to such information which Is known by an individual 
substantively involved In the preparation or prosecution of the 
application. Thus, while information may be material under the 
definition of 51.56<bXl), there can be no duty to disclose the 
information if it is material only in combination with unknown 

information. 

Comment 30. One comment stated that proposed § 1 36Xb) should 
be modified so that paragraph (bXO refers to information that 
renders a claim unpatentable C*ut for"), paragraph (bX2) re- 
mains as proposed, and a paragraph (b)(3 ) is added to include the 
definition of materiality as "the closest information over which 
anypending claim palcnUblydefmes."Thiscomrnenttuggested 
that this modified definition would have the advan- tage of not 
requiring the applicant to submit references which applicant 
knows are immaterial and to then engage in "straw man argu- 
ments based on such references. 

Reply: The suggested modification to 5 1 .56 has not been adopted. 
The suggested language would seemingly require information to 
be filed in each application, whether the information is relevant 
or not, since the "closest information" would be required. Sec- 
tion 1 .56 does not require information which is not relevant to be 
submitted, but only information which meets the definition of 
material as set out in the rule. 

Comment 31 . One comment stated that if proposed § 1 .56<bX I ) 
is promulgated, there would be no need for proposed § l-56(bX2) 
with regard to information which would make a prima facie case 
of unpatentability and other information required by paragraph 
(bX2) might be obscure. Another comment argued that par'- 
graph (b)(2) was unnecessary, confusing and ambiguous and 
suggested changes in tlielanguagelomakethercquiremcntclear 
and less ambiguous. 

Reply; The suggestion as to the language change to § 1 -56(bX2) 
has been adopted. The final rule language avoids the perceived 
problem of requiring an applicant to submit information support- 
ing a position taken by the examiner. It is not appropriate, 
however, to eliminate paragraph (bX2) because it is an essential 
part of Ihe definition of information material to patentability and 
will help to ensure that all material facts are brought to the 
attention of the examiner during the examination process. 
Comment 32. One comment questioned the language of pro- 
posed § 1 .56(b)(2) as to how an applicant could consider a prior 
art reference as supporting a position of unpatentability taken by 
the Office while at the same time disputing that interpretation. 
Reply: The language of § I -56(b)(2) has been rood ified to clarify 
that information is material to patentability if it refutes, or is 
inconsistent with, a position (he applicant takes in ( 1) opposing 
an argument of unpatentability relied on by the Office, or (2) 
asserting an argument of patentability. 

Comment 33. One comment stated that 5 1 -56(bX2) was flawed 
in requiring a duty to conduct a file search to make sure that no 
information exists which even arguably contradicts a position 
taken or to be taken in response to the examiner, or which 
supports the examiner's position which may be improper. 
Reply: Section 1.56(b)(2) does not require a search of files. 
Under § 1 .56(a). the duly of disclosure is confined to thai infor- 
mation which is known to an individual to be material as defined 
in paragraph (b). 

Conimenl3'l. One comment sialed that proposed § 1 ,56{c) should 
be nrodified so thai the duty of any individual designated as 
having a duty of disclosure would terminate wlien such indi- 
vidual teases to be substantively involved in the preparation 
or prosecuiion of the application. The comment used, as an 
example, an inventor who would not be aware of art cited by the 
examiner hn ! <> ould cause information known to ihe inventor 
i (all vii n he ! finition of materiality for Ihe first lime. 
Reply. The suggestion in the comment is not adopted. The duly 
to disclose information material lo patentability rests on the 
individuals designated in § 1 .56(c) until (he application issues as 
a paient or becomes abandoned. Paragraph (a) of § 1 .56 makes it 
clear, however, thai each individual has a duly lo disclose only 
information which is known lo that individual to be material 
Comment .15. One comment staled that proposed 81.56(c)(3) 
should not include the assignee, or anyone to whom there is an 
obligation to assign the application, in the class of those who 



. during litigation to find ooo .employee wilh 

knowledge of, or possession of, Information that should have 

Kepiy.-hrorrK^carionMl^ 

forth that omy individuals who are associated with the filing and 
prosecution of a patent application have a duty of candor and 
good faith, including a duty to disotosc to the Office all informa- 
tion known to be material to patentability. 
Comment 36. One comment stated that proposed ( 1 .56(d) should 
be revised to expressly allow an inventor to satisfy the duty by 
'.on to the practitioner who prepares or pros- 
jn so that redundant Information disci 



ecutes the application I 

statements will not be required from both the inventor and the 
attorney or agent. 

Reply: The suggestion In the comment is not adopted since the 
duty as described in § 1 .56 will be met as long as the information 
in question was cited by the Office or submitted to the Office in 
the manner prescribed by 5§l.97(b)-(d) and 1.98 before issu- 
ance of the patent Statements from both an inventor and the 
practitioner are not required to be submitted. 
Comment 37. One comment stated that proposed { ( 1 .52(c) and 
1 .67(c) should be modified to either (1) expressly permit alter- 
ations to be made in an application subsequent to the signing of 
the oath or declaration if a supplemental oath or declaration is 
later submitted, or (2) more properly, prohibit such alterations 
since if alterations are desirable, they can be made and the 
application can be filed wilh an unsigned oath or declaration. 
Another comment stated that willfully filling out false oaths 
should never be condoned. 

Reply: The Office does not condone willfully filling out false 
oatlis. Further, 5 1 0_23(c)X 1 1 ) indicates that the Office considers 
h misconduct for a practitioner to knowingly file or cause lo be 
filed an application containing a material alteration made after 
the signing of an accompanying oath or declaration without 
idcfltifyingthealteration.TheOffice will not consider striking an 
application in which an alteration was made, but a supplemental 
oath or declaration is required to be filed in an application 
containing alterations made after the signing of the oath or 
declaration. 

Comment 38. One comment stated that the implementation of 
proposed $§I.63(b)(3) and 1.175(a)(7) allows for a two-month 
delay in the deadline for requiring declarations complying there- 
with. 

Reply: The averments in oath or declaration forms presently in 
use that comply with the previous §1.63 or 51.175 will also 
comply with the requirements of the new rules. Therefore, the 
Office will continue to accept the old oath or declaration forms 
as complying with the new rules. 

Comment 39. Five comments questioned the need for the pro- 
posed rules since statistics show that information disclosure 



what new service is being provided for the proposed fee in 5 1 .97. 
Reply: The Office desires lo continue lo encourage Information 
to be submitted promptly so that it can be considered by the 
examiner when the first Office action is prepared. Some people , 
have expressed a desire to have Ihe option of waiting lo submit 
information until after Ihe first Office action, without concern 
that they will be subject to a charge of inequitable conduct. 
Section 1.97(c), as amended, will provide this option to appli- 
cants in that information will be considered later than three 
months after Ihe filing date of the application (5 1.97(a) prior (o 
amendment) without a showing of promptness (prior 5 1 .99). The 
fee will compensate the Office for the added expense caused by 
the late submission of the information and will serve as a 
disincentive to Ihe intentional withholding of information even 
for a short period of time. 

Comment 40. Two comments suggested that proposed 
§ 1 .97(a) be modified so that the mechanism of proposed 5 1 .98 
would not be the only acceptable technique for submitting 
information. 

Reply: The Office has set forth the minimum requirements for 
information to be considered In §§1.97 and 1.98. These rules will 
provide certainty for the public of exactly what the requirements 
are, when Ihe Office will consider information and when the 
Office will not consider information. Thus, applicants are pro- 
vided with means for complying with the duty of disclosure by 
following the rules. If information is submitted in a manner so 
that it is not considered by the Office, applicant will assume the 
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